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Additional Form No.3
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Form No. 22 (related to Article 83) Application for Certification of Foreign Manufacturer
BRAE B (BN HEKRER) R e A S S e
2025 6 H H
Date (vear/Month / Day) / /
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I hereby apply for the matters to be stated from May 31, 2025, onward, regarding the certification of the manufacture of
specific processed cells, etc. based on the provisions of Article 35, Paragraph 2 of the Act on the Safety of Regenerative
Medicine, as applied mutatis mutandis pursuant to Article 39, Paragraph 2 of the Act.

1 R AN T4 A Sk i i S VR G (ISP 4 % 5 IH

Manufacturing Facility and Applicant's Information
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Types of Specific Processed Cells, etc. to be | [T T O |? U |Specific Nucleic
manufactured Human-derived Animal-derived Pt
o o Acids and the
Specific Specific Processed

Processed Cells Cells Related Compounds
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Applicant's contact information

A DK

Name of the person in charge
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Additional Form No.4
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Form No. 24 (related to Article 84) Application for Change in Certification litems of Foreign
Manufacturer
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Form No. 29 (related to Article 88) Application for Abolition of Foreign Manufacturer
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Date Year/Month /Day) / /
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I hereby apply for the matters to be stated from May 31, 2025, onward, regarding the change in
certification of the manufacture of specific processed cells, etc. based on the provisions of Article 37 of
the Act on the Safety of Regenerative Medicine or the discontinuation of such manufacture based on
Article 41 of the Act.
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] | Specific Nucleic Acids and
the Related Compounds
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Categories of the Certification Specific Processed Cells
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Form No. 25 (related to Article 84) Application for Certification Renewal of Foreign Manufacturer
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I hereby apply for the matters to be stated from May 31, 2025, onward, regarding the certification renewal of the
manufacture of specific processed cells, etc. based on the provisions of Article 35, Paragraph 2 of the Act on the Safety of
Regenerative Medicine, as applied mutatis mutandis pursuant to Article 39, Paragraph 2 of the Act.
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Manufacturing facility and applicant's information
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Applicant's contact information
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